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3-1. 510(k) owner (submitter)

1) Name KURARAY MEDICAL INC.

2) Address 1621 Sakazu, Kurashiki, Okayama 710-0801, Japan

3) Contact person Michio Takigawa
Quality Assurance Department

4) Contact person in US Kiyoyuki Arikawa
KURARAY AMERICA INC.
600 Lexington Avenue, 26th Floor
New York, NY 10022
Tel: (212)-986-2230 (Ext. 115) or (800)-879-1676
Fax: (212)-867-3543

3-2. Name of Device

1) Trade / Proprietary name CLEARFIL TRI-S BOND PLUS Single Dose

2) Classification name Resin Tooth Bonding Agent
(2 1 CFR section 872.3690. Product code: KLE)

3) Common name Dental bonding agent

3-3. Predicate device

1) CLEARFIL TRI-S BOND 5 10(k) Number: K0429 13
Product Code: KLE
21 CFR Section: 872.3690
Applicant: KURARAY MEDICAL INC.

2) CLEARFIL DC BOND 5 1 0(k) Number: K062382
Product Code: KLE
21 CFR Section: 872.3200
Applicant: KURARAY MEDICAL [NC.

3) PANA VIA F 2.0 5 10(k) Number: K032455
Product Code: EMA
21 CFR Section: 872.3275
Applicant: KURARAY MEDICAL INC.

4) CLEARFIL MAJESTY Flow 5 1 0(k) Number: K063593
Product Code: EBF
21 CER Section: 872.3690
Applicant: KURARAY MEDICAL INC.



3-4. Device Description
I) The subject device is a single-component, light-cured bonding agent that allows

simultaneous treatment of both dentin and enamel. A single dose of it comes in a
container with an applicator tip for fast, direct placement into the cavity.

3-5. Substantial Equivalence Discussion
1) Intended uses

The intended uses of the subject device were written up based on those of CLEARFIL TRI-S
BOND and CLEARFIL DC BOND, the predicate devices.
Therefore, the intended uses of the subject device are substantially equivalent to those of the
predicate devices.

2) Chemical ingredients / Safety
Except for 2.new chemical ingredients, all ingredients in the subject device have
been used in the predicate devices. Regarding the predicate devices, there have not
been any reported problems or recalls according to the post market adverse event
reporting requirements in the US.
And 2 new ingredients have been evaluated referring to ISO 10993 series and ISO
7405. As the result, it was confirmed that these substances were biocompatible.
In conclusion, it can be said that the safety of the subject device is substantially
equivalent to that of the predicate devices.

3) Technological characteristics /Effectiveness and Performance
Since there have not been any international standards concerning performance of this type of
device, certain tests were performed on this device, in comparison with the predicate device
and it was confirmed that this device was substantially equivalent to the predicate device in
terms of the effectiveness and performance.
Tensile bond strength test and Fluoride releasing property were performed to
validate the substantial equivalence of the subject device with the predicate device
in terms of effectiveness and performance for the intended uses. The test has
exhibited almost the same results for the subject device indicating that the subject
device was as effective as and performs as good as or better than the predicate
device.

3-6. Biocompatibility
Except for 2 new chemical ingredients, all ingredients in the subject device have
been used in the predicate devices. Regarding the predicate devices, there have not
been any reported problems or recalls according to the post market adverse event
reporting requirements in the US.
And 2 new ingredients have been evaluated referring to ISO 10993 series and ISO
7405. As the result, it was confirmed that these substances were biocompatible.
In conclusion, it was concluded that the biocompatibilitv of the subject device could
be assured.
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OCT 1 4 2011
Kurarav rvlclical, Incorporated
C/O Mr. Kix'oyuki Arikawa
General Manger
Kurarav America, Incorporated
600 Lexington Avenue, 26th Floor
New York, NY 10022

Re: 1(111975
Trade/Device Name: Clearfil Tni-S Bond Plus Single Dose
Regulation N\umber: 21 CFR 872.3200
Regulation Name: Resin Tooth Bonding Agent
Regulatory Class: It
Product Code: KLE
Dated: July 6, 2Q11
Received: July 12, 2011

Dear Mr. Arikawva:

We have reviewed Your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substanitially equivalent (for thle
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to M/ay 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premnarket
approval application (P'MA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI-l does
not evaluate information related to contract liability warranties. We remind you, however.
that device labeling must be truthful and not misleading.

If Your device is classified (see above) into either class 11 (Special Controls) or class Ill
(PMA), it may be subject to additional controls, Existing major regulations affecting your
device can be Pound in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. An
addition, FDA may publish further announcements concerning your device in the Federal
Register.



lPaoe 2 - NIr. Anrkawa

P'lease be advised that FIDA's issuance of a substantial equivalenice dectermination does not

mean that FDA has mvade a determination that Your device comnplies with other requirments
of the Act or any\ Federal statUtes and regulations administered by other Federal agencies.
YOou st comply with all thre Act's requirements, including, but not l im ited to: rca istration
and listing (21I C FR Part 807); labeling (2 1 C FR lPart 801); medi cal device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good mniuacturing
I)atC requILirements as set forth in the quality systems (QS) reCgulion (21 CFR Part 820);
and if applicable, thre electronic product radiation control Provisions (Sections 53 1-542 of'
the Act); 2 1 CFR 1000-l1050.

1If you desire speci fic advice For your device onl our1 labeling regullation (2 1 CFR Part 80 1)
please go to hnttp://www\\\. fda.aov/AbouitFDACenitesOfices/CDI-/ CDIRIl0f'Fices
/ucmn 15 5809.1htm for the Center for Devices and Radiological HeIalth 's (CDRI-l'7s) Of fice of'
Compliance. Also, please note the regulation entitled, "Misbranding by yeference to
premarket notification" (21 CFR Part 807.97). For questions regarding the reporting of'
adverse events tinder the MIDR reglation (21 CFR Part 803), please go to
httlp:H/wvw\.tfda.uov/MecticatDevices/Safetv,/Repor-talliob~c/le'efILt.1htl1 for the CDRI-l 's
0 Rice oF Surveillance and B iomnetrics/Di vision of' Postmarket Surveillance.

YOU may obtain other general in formaltion On your responsi billities Under thle Act firm thle
IDi vision ofSima!l I MallL factUrers, I nternational and Consumer Assistance at its to Il-free
nlumber (800) 63 8-2041 or (30 1) 796-7 100 or at its Internet address
lhttpi://\v\%xv.Ifdi.,-ovl/M/edical Devices/RZesouircesfor1YOLu/lduIStIrV/dfaILIltlm.

$-ieeyyours,

Anthony D. Watson, B3.S.. M.S., iM.B.A.
[Director
Division of Anesthesiology, General Hospital,

Infection Control arid Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

EnclosureC



[CLEAREIL TRI-S BOND PLUS Single Dose, KURAR-AY MEDICAL INC.]
Section 2: Indications for Use

Indications for Use

5 1 0(k) Number (if known): - t \\VT7[

Device Name: CLEARFIL TRL-S BOND PLUS Single Dose

Indications for Use:

(11] Direct restorations using light-cured composite resin

(2] Cavity sealing as a pretreatment for indirect restorations

[31 Treatment of exposed root surfaces

[4] Intraoral repairs of fractured restorations made of porcelain, ceramic or

composite resin

[5] Surface treatment of non-precious metal posts

[6] Post cementation and core build-ups using dual-cured composite resin

CLEARFIL DC CORE PLUS

[7] Core build-ups using light-cured composite resin

Prescription Use Over-The-Counter Use N/A
AND/OR

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

IF NEEDED)

Concurrence of CDRH, Office of Devicehapto OE

(Division Sign-Off)
Division of Anesthiesiology, General Hospital
nfection Control, Dental Devices

510(k) Number: ___________


